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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 



- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 
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DETAILED ACTION 

Specification 

1 . The abstract of the disclosure does not commence on a separate sheet in 
accordance with 37 CFR 1 .52(b)(4). A new abstract of the disclosure is required and 
must be presented on a separate sheet, apart from any other text. 

2. The following guidelines illustrate the preferred layout for the specification of a 
utility application. These guidelines are suggested for the applicant's use. 



Arrangement of the Specification 

As provided in 37 CFR 1.77(b), the specification of a utility application should 
include the following sections in order. Each of the lettered items should appear in 
upper case, without underlining or bold type, as a section heading. If no text follows the 
section heading, the phrase "Not Applicable" should follow the section heading: 

(a) TITLE OF THE INVENTION. 

(b) CROSS-REFERENCE TO RELATED APPLICATIONS. 

(c) STATEMENT REGARDING FEDERALLY SPONSORED RESEARCH OR 

DEVELOPMENT. 

(d) THE NAMES OF THE PARTIES TO A JOINT RESEARCH AGREEMENT. 

(e) INCORPORATION-BY-REFERENCE OF MATERIAL SUBMITTED ON A 

COMPACT DISC. 

(f) BACKGROUND OF THE INVENTION. 

(1) Field of the Invention. 

(2) Description of Related Art including information disclosed under 37 
CFR 1.97 and 1.98. 

(g) BRIEF SUMMARY OF THE INVENTION. 

(h) BRIEF DESCRIPTION OF THE SEVERAL VIEWS OF THE DRAWING(S). 

(i) DETAILED DESCRIPTION OF THE INVENTION. 

(j) CLAIM OR CLAIMS (commencing on a separate sheet). 

(k) ABSTRACT OF THE DISCLOSURE (commencing on a separate sheet). 

(I) SEQUENCE LISTING (See MPEP § 2424 and 37 CFR 1.821-1.825. A 
"Sequence Listing" is required on paper if the application discloses a 
nucleotide or amino acid sequence as defined in 37 CFR 1 .821(a) and if 
the required "Sequence Listing" is not submitted as an electronic 
document on compact disc). 
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Claim Rejections - 35 USC §112 

3. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

4. Claims 4, 6, 7, 9, and 10 are rejected under 35 U.S.C. 112, second paragraph, 
as being indefinite for failing to particularly point out and distinctly claim the subject 
matter which applicant regards as the invention. In claim 6 . lines 1-3, it is unclear as to 
what is meant by "the portion of the bearing surface which is defined by the cutting tool 
between any pair of consecutive incremental movements thereof extends through an 
angle of arc of at least about 1°". It is also unclear as to how this portion is defined by 
the cutting tool. In claim 7 . lines 1-3, it is unclear as to how "the portion of the bearing 
surface which is defined by the cutting tool between any pair of consecutive incremental 
movements thereof extends through an angle of arc of not more than about 20°". It is 
also unclear as to how this portion is defined by the cutting tool. In claim 9 , lines 1-3, it 
is unclear as to what is meant by "the portion of the bearing surface over which the 
radius of curvature is approximately constant extends over a cone half angle of at least 
about 10°". Appropriate correction is required. 

5. Claim 4 recites the limitation "it" in line 2 of the claim. There is insufficient 
antecedent basis for this limitation in the claim. 

Claim Rejections - 35 USC § 102 

6. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
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A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

7. Claims 1-3, 5, 8, and 10 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Semlitsch (6,126,695). 

Regarding claim 1 , Semlitsch discloses method of making a component of an 
orthopedic joint prosthesis which has a bearing surface (A) whose shape corresponds 
approximately to a part of a sphere and is symmetrical about its polar axis, wherein a 
cutting tool (17) is used which has a circular cutting edge (17A) and which can be 
rotated about an axis which is perpendicular to the plane containing the cutting edge by 
rotating the component (1) about its polar axis (14) and rotating the cutting tool (17) 
about its axis (16), with the cutting edge of the cutting tool in contact with the surface of 
the component (1), and moving the cutting tool (17) in a direction parallel to the polar 
axis (14) of the component (1) while leaving the angle between the axis (16) of the 
cutting tool (17) and the polar axis of the component (1) unchanged, and along its axis. 
It is apparent that these steps are repeated. The movements (col. 5, lines 49-67) of the 
cutting tool (17) causing the radius of curvature of the bearing surface to change 
continuously and monotonically as the angle between the radius and the polar axis of 
the component changes, so that the shape of the bearing surface (A) deviates from that 
of a true sphere in such a way that discontinuities in the shape of the bearing surface as 
a result of individual movements are minimized. 

Regarding claim 2 . Semlitsch discloses the cutting tool (17) being moved along 
its axis in a direction (col. 5, lines 49-67) towards the bearing surface of the component, 
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as the cutting tool (17) is moved along the polar axis in a direction away from the 
bearing surface (A) of the component. 

Regarding claim 3 , Semlitsch discloses the bearing surface (A) of the 
component being concave (see Fig. 5). 

Regarding claim 5 , Semlitsch discloses the inherent simultaneous movements 
(col. 5, lines 49-67) of the cutting tool (17) along its axis, and in a direction parallel to the 
polar axis of the component, are performed in incremental steps. 

Regarding claim 8 , Semlitsch discloses the bearing surface (A) of the finished 
component includes a portion at and around the pole over which the radius of curvature 
is approximately constant. 

Regarding claim 10 , it is inherent that the component (1) is sterilized so that it is 
suitable for implantation in a human or animal body as a component of an orthopedic 
joint prosthesis. 

See column 5, line 44 - column 6, line 9 and figure 3 for further clarification. 
8. Claims 1-3, 5, and 8 are rejected under 35 U.S.C. 102(b) as being anticipated by 

Wagenseil (5,823,721). 

Regarding claim 1 , Wagenseil discloses method of making a component which 

has a bearing surface (2) whose shape corresponds approximately to a part of a sphere 

and is symmetrical about its polar axis, wherein a cutting tool (14) is used which has a 

circular cutting edge (16) and which can be rotated about an axis (13) which is 

perpendicular to the plane containing the cutting edge by rotating the component (1) 

about its polar axis (V) and rotating the cutting tool (14) about its axis (), with the cutting 
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edge of the cutting tool in contact with the surface of the component (1), and moving the 
cutting tool (14) in a direction parallel to the polar axis (V) of the component (1) while 
leaving the angle between the axis (13) of the cutting tool (14) and the polar axis of the 
component (1) unchanged, and along its axis. It is apparent that these steps are 
repeated. The movements (col. 3, line 63 - column 4, line 53) of the cutting tool (14) 
causing the radius of curvature of the bearing surface to change continuously and 
monotonically as the angle between the radius and the polar axis of the component 
changes, so that the shape of the bearing surface (2) deviates from that of a true sphere 
in such a way that discontinuities in the shape of the bearing surface (2) as a result of 
individual movements are minimized. 

Note that the recitation " of an orthopedic joint has not been given patentable 
weight because the recitation occurs in the preamble. A preamble is generally not 
accorded any patentable weight where it merely recites the purpose of a process or the 
intended use of a structure, and where the body of the claim does not depend on the 
preamble for completeness but, instead, the process steps or structural limitations are 
able to stand alone. See In re Hirao, 535 F.2d 67, 190 USPQ 15 (CCPA 1976) and 
Kropa v. Robie, 187 F.2d 150, 152, 88 USPQ 478, 481 (CCPA 1951). 

Regarding claim 2 , Wagenseil discloses the cutting tool (14) being moved along 
its axis in a direction towards the bearing surface (2) of the component (1), as the 
cutting tool (14) is moved along the polar axis in a direction away from the bearing 
surface of the component. 
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Regarding claim 3 , Wagenseil discloses the bearing surface of the component () 
being concave. 

Regarding claim 5 , Wagenseil discloses the simultaneous movements (col. 4, 
lines 13-40) of the cutting tool along its axis, and in a direction parallel to the polar axis 
of the component, are performed in incremental steps. 

Regarding claim 8 , Wagenseil discloses the bearing surface of the finished 
component (1) includes a portion at and around the pole over which the radius of 
curvature is approximately constant (see the Figure). 

See column 3, line 7 - column 4, line 60 and the Figure for further clarification. 
9. Claims 1-3 and 8 are rejected under 35 U.S.C. 102(b) as being anticipated by 

Smith (3,212,405). 

Regarding claim 1 , Smith discloses method of making a component which has a 
bearing surface (28) whose shape corresponds approximately to a part of a sphere and 
is symmetrical about its polar axis, wherein a cutting tool (24) is used which has a 
circular cutting edge (26) and which can be rotated about an axis which is perpendicular 
to the plane containing the cutting edge by rotating the component (14) about its polar 
axis (16) and rotating the cutting tool (24) about its axis (22), with the cutting edge of the 
cutting tool in contact with the surface of the component (14), and moving the cutting 
tool (24) in a direction parallel to the polar axis (16) of the component (14) while leaving 
the angle between the axis (22) of the cutting tool (24) and the polar axis of the 
component (14) unchanged, and along its axis. It is apparent that these steps are 
repeated. The movements (col. 2, lines 13 - 47) of the cutting tool (24) causing the 
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radius of curvature of the bearing surface to change continuously and monotonically as 
the angle between the radius and the polar axis of the component changes, so that the 
shape of the bearing surface (28) deviates from that of a true sphere in such a way that 
discontinuities in the shape of the bearing surface as a result of individual movements 
are minimized. 

Note that the recitation " of an orthopedic joint ' has not been given patentable 
weight because the recitation occurs in the preamble. A preamble is generally not 
accorded any patentable weight where it merely recites the purpose of a process or the 
intended use of a structure, and where the body of the claim does not depend on the 
preamble for completeness but, instead, the process steps or structural limitations are 
able to stand alone. See In re Hirao, 535 F.2d 67, 190 USPQ 15 (CCPA 1976) and 
Kropa v. Robie, 187 F.2d 150, 152, 88 USPQ 478, 481 (CCPA 1951). 

Regarding claim 2 . Smith discloses the cutting tool (24) being moved (col. 2, 
lines 21 - 47) along its axis in a direction towards the bearing surface of the component, 
as the cutting tool (24) is moved along the polar axis in a direction away from the 
bearing surface of the component. 

Regarding claim 3 . Smith discloses the bearing surface of the component (14) 
being concave (see Fig. 1). 

Regarding claim 8 . Smith discloses the bearing surface of the finished 
component (14) including a portion at and around the pole over which the radius of 
curvature is approximately constant. 

See column 2, lines 13-63 and figures 1-2 for further clarification. 
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Claim Rejections - 35 USC § 103 

10. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

11. Claim 4 is rejected under 35 U.S.C. 103(a) as being unpatentable over Semlitsch 
(6,126,695), Wagenseil (5,823,721), or Smith (3,212,405). 

Regarding claim 4 , Semlitsch, Wagenseil, or Smith each disclose their 
respective cutting tools being annular such that each cutting tool has a circular cutting 
edge which can be applied against the bearing surface, however, each fails to disclose 
the bearing surface of the component being convex or wherein the circular cutting edge 
can be applied against the convex bearing surface. 

The structural limitation " the bearing surface of the component being convex " has 
not been given patentable weight since it has been held that to be entitled toe weight in 
method claims, the recited structure limitations therein must affect the method in a 
manipulative sense, and not amount to the mere claiming of a use of a particular 
structure (i.e. bearing surface of component being convex). Ex parte Pfeiffer, 1962 CD. 408 

(1961). 

Each of the references above does not disclose expressly the bearing surface of 
the component being convex. 

At the time the invention was made, it would have been an obvious matter of 
design choice to a person of ordinary skill in the art to have formed the bearing surface 
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of the components of Semlitsch, Wagenseil, or Smith as being convex because 
Applicant has not disclosed that provide the bearing surface of the component as 
convex provides an advantage, is used for a particular purpose, or solves a stated 
problem. One of ordinary skill in the art, furthermore, would have expected applicant's 
invention to perform equally well with the bearing surface of the component being 
concave because the concave bearing surface provides the necessary contoured 
features. 

Therefore, it would have been an obvious matter of design choice to modify 
Semlitsch, Wagenseil, or Smith to obtain the invention as specified in claim 4. 
12. Claims 6, 7, and 9 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Semlitsch (6,126,695) or Wagenseil (5,823,721). 

Both Semlitsch and Wagenseil each disclose the claimed invention except for the 
following: the portion of the bearing surface which is defined by the cutting tool between 
any pair of consecutive incremental movements extending through an angle of arc of at 
least 1°; the portion of the bearing surface which is defined by the cutting tool between 
any pair of consecutive incremental movements extending through an angle of arc not 
more than about 20°; or the radius of curvature approximately constantly extends over a 
cone half angle of at least about 10°. 

It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to the make the portion of the bearing surface of Semlitsch and 
Wagenseil which is defined by the cutting tool between any pair of consecutive 
incremental movements extend through an angle of arc of at least 1° and not more than 
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about 20°, and to make the radius of curvature of the bearing surface of Semlitsch and 
Wagenseil approximately constantly extend over a cone half angle of at least about 10°, 
since it has been held that discovering an optimum value of a result effective variable 
involves only routine skill in the art. In re Boesch. 

Conclusion 

13. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. The reference cited on the attached PTO-892 is cited to show 
the production of a contoured bearing surface. 

14. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Jermie Cozart whose telephone number is 571-272- 
4528. The examiner can normally be reached on Monday-Thursday, 7:30 am - 6:00 
pm. 

15. If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, David Bryant can be reached on 571-272-4526. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

16. Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
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USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 




JERMIE E. C0ZART 
PRIMARY EXAMINER 



December 16, 2007 



